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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/17/2009 has been entered. 

Claim Rejections - 35 USC §103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 1-10, 17, 27, 34 and 46-48 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Peterson (US 2001/0029353) in view of Page et al. (US 6,869,395). 
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Regarding claims 1-5, 7-10, 27, 34 and 46-48, Peterson discloses a first hollow 
member (1 1 2) with an inner diameter greater than that of the outer diameter of a second 
hollow member (115), which are cylinders (Figure 1a) comprising a semi-rigid plastic 
material (paragraph 33) and capable of accepting a medical instrument there through, 
with the second hollow member being movable coupled to the first hollow member 
(paragraph 27) and a wedge (132) having a first configuration (unlocked) and a second 
configuration (locked), the wedge being disposed apart from the second hollow member 
when the wedge is in the first configuration, the second hollow member being 
configured to move with respect to the first hollow member along a longitudinal axis 
defined by the first hollow member when the wedge is in the first configuration, the 
wedge being in contact with the second hollow member when the wedge is in the 
second configuration, the second hollow member being unable to move with respect to 
the first hollow member along the longitudinal axis defined by the first hollow member 
when the wedge is in the second configuration (paragraph 27). The second hollow 
member has a beveled (chamfered) edge that is capable of facilitating insertion into the 
body (Figure 1a). The first and second hollow members are in substantially fluid tight 
communication with one another with the combined length being longer than that of the 
first member alone (Figure 1a), but fails to disclose the wedge member having a first 
position where the wedge is spaced from the second member and a second position 
where in the wedge is in contact with both the first and second members, inhibiting 
movement and wherein the wedge is disposed entirely within the lumen of the first 
hollow member. 
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However, Page et al. discloses an annular (882) wedge that has a first position 
and a second position and is disposed within the lumen of the first member (884) in both 
positions (the wedge is independently loadable, thus making it capable of a plurality of 
positions), and when the wedge is in the second position, it is in contact with both the 
first and second members, inhibiting relative movement between the members (column 
1 2, lines 34-41 ), the combined length of the first and second members is longer than the 
length of the first member when the wedge is in the second position (Figure 21a), the 
second hollow member has a first position and a second position and can move 
between said positions when the wedge is in its first configuration (the wedge is not 
placed in a location that will cause a locking engagement between the members, and 
thus allows free movement of the second member), and the distal end of the second 
hollow member is disposed apart from the first hollow member, with the distal end 
extending distally away from the first hollow member when the wedge is in the second 
position (Figure 21a). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to disposed a wedge capable of allowing free movement of the 
members relative to one another when the wedge is in one position, and locking the 
members relative to one another when the wedge is in a second position to allow for the 
device to have a self locking feature to prevent detachment of the first and second 
hollow members from one another (column 12, lines 38-41; Figure 21a) 

Regarding claim 6, Peterson discloses the invention substantially as claimed 
above, but does not disclose the medical instrument being a catheter. However, it has 
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been held that a recitation with respect to the manner in which a claimed apparatus is 
intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus satisfying the claimed structural limitations. Ex Parte Masham, 2 USPQ F.2d 
1647(1987). 

Regarding claim 7, Peterson discloses the invention substantially as claimed 
above and the second hollow member having a beveled edge, but fails to disclose the 
first hollow member having a beveled edge to facilitate insertion into the body. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to make the first hollow member have a beveled edge like the 
second hollow member has, since it has been held that rearranging parts of an 
invention involves only routine skill in the art. In re Japikse, 86 USPQ 70. 

Regarding claim 17, Peterson discloses the first hollow member has an interior 
surface that overlaps and is in frictional communication with a portion of an exterior 
surface of the proximal end of the second hollow member (paragraph 27). 

5. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Peterson (US 2001/0029353) in view of Page et al. (US 6,869,395) further in view of 
Ash et al. (US 4,498,902). 

Regarding claim 18, Peterson in view of Page et al. discloses the invention 
substantially as claimed above, but fails to disclose a longitudinal slot in the second 
hollow member. 

However, Ash et al. teaches a hollow member with a longitudinal slot (12) along 
its length to allow the member to radially deform (column 2, lines 62-68). 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include a longitudinal slot to allow the member to have a change 
in diameter when the member needs to fit within a smaller diameter space than it is 
generally designed to fit within. Also, by allowing the device to achieve a smaller 
diameter, the outward radial force the second hollow member will exert on the first 
hollow member will create a stronger coefficient of friction and help to more securely 
connect the two hollow members (column 3, lines 1 1 -1 5). 

6. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Peterson (US 2001/0029353 in view of Page et al. (US 6,869,395) further in view 
of Arramon et al. (US 6,875,219). 

Regarding claims 20 and 21, Peterson in view of Page et al. discloses the 
invention substantially as claimed above, but fails to disclose a radio opaque marking. 
However, Arramon et al. teaches a radiopaque marker (104; column 9, lines 26- 

31). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include a radiopaque marker to allow for the device to be 
visualized with an imaging device during a surgical procedure (column 9, lines 33-39). 

7. Claims 19, 22, 23 and 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Peterson (US 2001/0029353) in view of Page et al. (US 6,869,395) 
further in view of Stouder (WO 98/36785). 

Regarding claim 19 and 28, Peterson in view of Page et al. discloses the 
invention substantially as claimed above, but fails to disclose an elastomeric ring. 
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Stouder discloses an elastomeric member (o-ring, 40) disposed between the 
distal end of the first member and the proximal end of the second end (page 9, lines 31- 
35). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include an elastomeric ring to prevent passage of gases of 
liquids between the two members (page 9, lines 31-35). 

Regarding claims 22 and 23, Peterson discloses the invention substantially as 
claimed above, but fails to disclose a fastener and retaining slot. 

Stouder discloses the device having a fastener (16) at the proximal end of the 
first hollow member with a retaining slot (20) to provide and interference fit for securing 
the guidewire device (page 8, lines 29-34). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include a fastener and retaining slot to accommodate 
instruments (guidewires) to be used with the device (page 8, lines 29-34). 
8. Claims 29, 32, 33, 37-41, 44 and 45 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Peterson (US 2001/0029353) in view of Best Jr. et al (US 
5,695,475) further in view of Stouder (WO 98/36785). 

Regarding claims 29, 32 and 37-40, Peterson discloses a first hollow member 
(1 1 6), a second hollow member (1 1 2) in slidable adjustable communication with the first 
member to adjust the overall length and sized to accept a medical instrument (Figure 
1a). Peterson teaches a notch and detent system (paragraph 37), but fails to disclose a 
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post and groove system and the second hollow member having a distal end extending 
distally beyond the distal end of the first hollow member. 

However, Best Jr. et al. teaches two hollow members with a post and groove 
locking adjustment mechanism. The first member has a longitudinal groove with a 
plurality of notches with an axis non-parallel to the longitudinal axis and the second 
member having a post configured to be disposed within the groove and slide along the 
groove into the notches as the device is adjusted (See Figure Below; column 3, lines 
41-53). The device is in a locked configuration when the post is disposed within the 
notches. 



Post on Second 
Hollow Member 




Plurality of Longtiudina* Groove 
Notches 



It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use a post and groove adjustment mechanism instead of a notch 
and detent mechanism to allow for the length of the device to be adjusted more easily 
by twisting and then axially sliding the members with respect to each other, as well as 
allowing the device to have multiple locking locations (column 2, lines 51-58). 
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Stouder et al. teaches a first hollow member (12) and a second hollow member 
(30) that provides an unobstructed passageway, wherein the distal end of the second 
hollow member extends distally beyond the distal end of the first hollow member. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to allow for the second hollow member to extend distally beyond 
the first hollow member to accommodate a plurality of body cavity wall thicknesses 
(page 8, lines 13-16) and provide a stable platform for the device to prevent tissue 
damage (page 9, lines 8-13). 

Regarding claim 33, Peterson in view of Best Jr. et al. and Stouder et al. 
discloses the invention substantially as claimed above but fails to disclose the first 
hollow member having a flange on the proximal end. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to make the first hollow member have a flange similar to that 
disclosed by element 1 12a, since it has been held that rearranging parts of an invention 
involves only routine skill in the art. In re Japikse, 86 USPQ 70. Also, it would allow the 
device to be gripped easier at a position closer to the body which would allow for the 
device to be better manipulated during the procedure. 

Regarding claim 41, Peterson in view of Best Jr. et al. and Stouder et al. 
discloses the invention substantially as claimed above but fails to disclose the second 
hollow member having an end face defining a plane non-orthogonal to a longitudinal 
axis. 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to make the second hollow member have a end face non- 
orthogonal to the longitudinal axis, similar to the end face of element 115, since it has 
been held that rearranging parts of an invention involves only routine skill in the art. In 
re Japikse, 86 USPQ 70. Also, it would allow the end face to more easily enter another 
hollow member or a body cavity. 

Regarding claims 44 and 45, Peterson in view of Best Jr. et al. and Stouder et 
al. discloses the invention substantially as claimed above, but fails to disclose a fastener 
and retaining slot. 

Stouder discloses the device having a fastener (16) at the proximal end of the 
first hollow member with a retaining slot (20) to provide and interference fit for securing 
the guidewire device (page 8, lines 29-34). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include a fastener and retaining slot to accommodate 
instruments (guidewires) to be used with the device (page 8, lines 29-34). 
9. Claims 42 and 43 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Peterson (US 2001/0029353) in view of Best Jr. et al (US 5,695,475) and 
Stouder (WO 98/36785) further in view of Arramon et al. (US 6,875,219). 

Regarding claims 42 and 43, Peterson in view of Best Jr. et al. and Stouder et 
al. discloses the invention substantially as claimed above, but fails to disclose a radio 
opaque marking. 
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However, Arramon et al. teaches a radiopaque marker (104; column 9, lines 26- 

31). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include a radiopaque marker to allow for the device to be 
visualized with an imaging device during a surgical procedure (column 9, lines 33-39). 
Response to Arguments 

Applicant's arguments have been considered but are moot in view of the new 
ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JULIE A. SZPIRA whose telephone number is (571) 
270-3866. The examiner can normally be reached on Monday-Thursday 9 AM to 6 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. A. SJ 

Examiner, Art Unit 3731 
December 1, 2010 

/Kathleen Sonnett/ 
Examiner, Art Unit 3731 



